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Application/Control Number: 09/750,590 
Art Unit: 1636 

DETAILED ACTION 

Cairns 1-28 are pending in the instant application. This Office Action is in 
response to the communication filed by the Applicant in paper #1 3 on 02/25/02. 

Election/Restrictions 

Applicants' election, without traverse, of Group I. claims 1-12, 20-22 is 

. ~„ a* -iq 09. 9ft are withdrawn from consideration as 
acknowledged. Accordingly, cla.ms 13-19, 23-28 are wunar 

being directed to non-elected invention. 

Priority 

Applicants' claim of priorrty to the provisional application 60/170,1 82 filed 
12/10/1999 is acknowledged. 

Drawings 

Draftsperson objected to the drawings. See attached PTO-948. Applicant is 
required to submit the drawing corrects within the time period set in this Office 
Action. See 37 C.F.R. 1 .85(a). Failure to take corrective action within the set time penod 
will result in ABANDONMENT OF THE APPLICATION. 

In the specification 
The disclosure is objected to because of the following informality The 
specification makes references to ATCC accession number throughout the disclosure 
(for example on page 2), but fails to provide the accessk>n number of the depos,t. 
Appropriate correction is required. 
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Application/Control Number: 09/750,590 
Art Unit: 1636 

Claim Rejections ■ 35 USC § 112 

The following is a quotation of the first paragraph of 35 U AC. 112: 

S and using it, in -ch W dear ~e =nd e ««ten™ ^ ^ ^ ^ ^ ^ and sha „ 

Claim 3 is rejected under 35 U.S.C. 112, first paragraph, because it refers to a 
biological deposKto satisfy the "how to maKe- requirement, bu.failsto specify if » was 
mad eundertheter m sof the Budapest Treat, If the deposit is made under the terms of 
the Budapest Treaty, then an affidavit or declaration by Applicant, or a statement by an 
attorney of record over his or her signature and registration number, stating that the 
specific cel, line or cells have been deposited under the Budapest Treaty and that the 
„■ line or cells will be irrevocably and without restriction released to the public upon the 
issuance of a paten,, would satisfy the deposft requirement made herein. 

The specKication, on page 12, discloses that a deposK wil, be maintained under 
th e terms of the Budapest treaty, but does no, disclose the deposit number. Thus, t ,s 
no t dear I, ,he Applicant Mend ,o maKe a deposit, and intend to maintain it under the 
terms of the treaty, or whether a deposit has already been made. 

„ the deposit has ntf been made under the Budapest Treaty, .hen in order to 
certify that the deposit meets the c ri tehase,fo rt hin37CFR1.801-1.809,applicants 
may provide assurance o, compliance by an affidavi, or declaration, or by a statement 
by an attorney o, record over his or her signature and registration number, showing that 
W during the pendency of this application, accsss to tte invention w„l 
be afforded to the Commissioner upon request; 
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(b) all restrictions upon availability to the public will be irrevocably 
removed upon granting of the patent; 

( c) the deposit will be maintained in a public depository for a period of 
30 years or 5 years after the last request or for the effective life of the 
patent, whichever is longer; and, 

(d ) a test of the viability of the biological material was performed at the 
time of deposit (see 37 CFR 1.807); and, 

(e) the deposit will be replaced if It should ever become inviable. 

Claims 4-12, 20-22 are rejected under 35 U AC. 112, first paragraph, as 
containing subject matter which was not described in the specflcation in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), a. the t,me 
the application was filed, had possession of the claimed invention. 

Vas-Cath inc. v. Mahurkar, 19UGPQ2d 1111 (Fed. Cir. 1991), cleariy states that 
■■applicant must convey with reasonable clarity to those skilled in the ar, that, as of the 
fl ,i„ g date sought, he or she was in possession of the invention. The invention is, for 
purposes of the ^tten description' inquiry, whatever is now claimed" Vas-Cath Inc. v. 
Mahurkar 19UGPQ2d a. 1 1 17. The soecfflcafcn does not "cleariy allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed.-Vas-Cath 

Inc. v. Mahurkar 19UGPQ2d at 1 1 16. 

While the specfflcation provides adequate written description for the claimed 
invention (methods and products) only wrth regard to the SeqID NO;1 and/or SEQ ID 
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N 0:3 and the polypepftde encoded comprising the amino acid sequence set forth in 
SE Q ID NO:2 of beta CAP73, the specification fails to describe the other species within 
the genus of "nucleic acids that encode naturally occurring allelic variants of a 
polypeptide' or "nucleic acid molecules at least 60% identical to the nucleotide 
sequences of SEQ ID NO:1 or 3, or a fragment thereof'. Further, the specffication fails 
to describe the other species within the genus of -nucleic acid molecules encoding a 
polypeptide comprising an amino acid sequence a. least about 50% identical to the 
amino acid sequence of SEQ ID HOT. The specification fails to describe a 
representative number of the sequences encompassed by the said genus by their 
complete structure and other iden«ying characteristics, with particularity to indicate that 
applicants had possession of the claimed invent Possession may be shown by 
actual reduction to practice, clear depiction of the invention in a detailed drawing, or by 
describing the invention with sufficient relevant identfying characteristics (as it relates to 
the claimed invention as a whole) such that a person skilled in the art would reoognize 
that the inventor had possession of the claimed invenfion. Pfaff v. Wells Electronics, Inc. 
45 USpQ2d 1641 , 1646 (1995). In the instant case, the claimed embodiments of 
regulatory sequences other than those of SEQ ID NO:1 or 3 encoding a polypeptide of 
SEQ ID NO:2, lack a written description. The specification fails to describe what 
elements other than those isolated from bovine sequence, fall into this genus. The 
skilled artisan cannot envision the detailed chemical structure of the encompassed 
sequences isolated from any and al, species, and therefore conception is not achieved 
until reduction to practice has occurred, regardless of the complexity or simplicity of the 
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me thod. Adequate written description requires more than a mere statement that it is par. 
of the invention and reference to a potential method of isolating it. See Fiers v. Revel, 
25 USPQ2d 1601, 1606 (Fed. Cir. 1993) and Amgen Inc. v. Chugai Pharmaceutical Co. 

Lfd, 18 USPQ2d 1016 (Fed. Cir. 1991). 

In analyzing whether the written description requirement is met for genus claims, 
« is firs, determined whether a representative number of species have been described 
by .heir complete structure. However, in the instant case, two specie nucleotide 
sequence species (SEQ ID NO:1 or 3, the latter being a fragment o, SEC ,D NO:1) and 
one polypeptide species (SEQ ID NO:2) are described. However the claims encompass 
all sequences at leas. 60% identical to SEQ ID NO:1 or 3 and/or at leas. abou. 50% 
identical to SEQ ID NO:2.Thus, the specification mus. describe a representative number 
of the encompassed species by their complete structure. Next .hen, i. is determined 
whether a representative number o. species have been sufficiently described by other 
relevant identifying characteristics. In this case, since structure and/or function cannot 
be predicted fro all the encompassed species of sequences, no identifying 
characteristics are provided for the claimed genus of sequences. This limited 
information is no. deemed sufficient to reasonably convey to one skilled in the art that 
Applicants were in possession of all the sequences that are encompassed by the 
daims. a. the time the application was filed. With respect to claims 20-22, they depend 
from claims 4 and 5, thus, an essential element of the method and kit lacks written 
description. 
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Thus, it is concluded that the written description requirement is not satisfied for 
the claimed compositions and method. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims Particularly pointing out and distinctly 
SJSSjS^lect matter which the applicant regards as h.s .nvent.cn. 

Claim 3, 6-12, 20-22 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particular^ point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 3 is indefinite in its recitation of "deposited with ATCC as accession 

number -. Applicant is advised to provide the accession number of the deposit. 

Claims 6-12, 20-22 are rejected insofar as they depend from claim 3. 

Cairn 22 is indefinite in its recitation of "comfiound which selectively h^es to 
a nucleic acid". One of skill in the art would recognize that anything that "hybridizes" to a 
nucleic acid must be a nucleic acid. Other compounds that are not nucleic acids would 
not "hybridize" to a nucleic acid. Thus, the claim language is confusing in its use of the 
broad term compound". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

States. 
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Claims 5-11 are rejected under 35 U.S.C. 102(b) as being anticipated by Wilkin 
et al. (1996, J. Biol. Chem. Vol.271, No. 45, pp. 28451-28457). 

Wilkin et al. teach a nucleotide sequence (GenBank accession number X99145, 
page 28454, right column, paragraph entitled "characterization of clones 5 and 3", last 
sentence) that is about 83% homologous to nucleotides 9 to 4730 of SEQ ID NO:1 . 
Nucleotides 392-4597 of SEQ ID NO:1 encompass SEQ ID NO:3, and thus, the 
sequence of Wilkin et al. anticipates the sequence of claim 5. 

Wilkin et al. further teach the cloning of their sequence in XZapll vector (page 
28452, left column, paragraph 2), and generation of stocks in XL-1 blue E. coli. Wilkin et 
al. Also teach the expression of their sequence in dog thyrocytes cells (Fig. 3, page 
28454). 

Further, the sequence of Wilkin et al. is about 83% homologous to nucleotides 9 
to 4730 of SEQ ID NO: 1 and can hybridize to nucleic acid molecules of any one of 
claims 1-5. 

Thus, Wilkin et al. (1 996) anticipate the invention of claims 5-1 1 . 

Claims 5-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Jacobs 
et al. (1998, PCT International Publication, WO 98/49302). 

Jacobs et al. teach a nucleic acid encoding a polypeptide that is at least 50% 
identical to SEQ ID NO:2 (as claimed in claim 5, part 'c'). See claim 15, page 90; and 
SEQ ID NO:5, pages 64-66. 
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Jacobs et al also teach the transformation of host cells and methods for 
producing the proteins of their invention by growing the ce.l culture (page 15, lines 17- 
29). 

Thus, Jacobs et al. anticipated the invention of claims 5-12. 

Claims 5-11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Linskens et al. (1998, U.S. Patent No. 5,744,300). 

Linskens et al. teach a sequence (SEQ ID NO: 38) that encodes a fragment of a 
polypeptide comprising at least 1 5 contiguous amino ac W residues of me amino acid 
sequence of SEQ ID NO: 2. Nucleotides 3 through 59 of SEQ ID NO: 38 o, U.S. patent 
5 744 300 encode a fragment of a polypeptide that has contiguous homology over a 
iength of 19 amino acid residues (residues 477-495) of SEQ ID NO: 2 of the instant 
invention. Linskens e* al. further teach vectors and host cells (example 7, columns 25- 
28). 

Thus, Linskens et al. anticipated the invention of claims 5-11. 

Claim 22 is rejected under 35 U.S.C. 102(b) as being anticipated by Wilkin et al. 
(1996, J. Biol. Chem. Vol. 271, No. 45, pp. 28451-28457). 

The applicant claims an article of manufacfcre comprising a compound which 
selectively hybridizes to a nucleic acid molecule of any one of claims 1 , 2, 3, 4, or 5 and 
instructions for use. Instructions as to the use of a product are no. given patentable 
weight in a product claim where the body of the claim does no. depend on the preamble 
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for completeness but, instead, the structural limftations are able to standalone. The 
MPEP states that", in apparatus, article, and composition claims, intended use must 
result in a structural deference between the claimed invention and the prior art in order 
to patently distinguish the claimed invention from the prior art." lnre.Casey, 1 52 
USPQ 235 (CCPA 1967); In re Otto , 136 USPQ 458, 459 (CCPA 1963)( M PEP 
21 , 1 02). Wilkin et al. teach a nucleotide sequence (GenBank accession number 
X99145, page 28454, right column, paragraph entftled -characterization of clones 5 and 
3-, , as , sentence) that is about 83% homologous to nucleotides 9 to 4730 of SEQ ID 
NO- 1 and can hybridize to nucleic acid molecules of any one of claims 1-5. 

Thus, by teaching all of the limitations of claim 22, Wilkin e. al. cleariy annates 
the instant invention. 

Claims 20 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Wilkin et al. (1996, J. Biol. Chem. Vol. 271, No. 45, pp. 28451-28457). 

Wilkin et al. teach a nucleotide sequence (GenBank accession number X99145, 
page 28454, right column, paragraph entitled -characterization of clones 5 and 3", last 
sentence, that is about 83% homologous to nucleotides 9 to 4730 of SEQ ID NO: 1 and 
can hybridize to nucleic acid molecules of any one of claims 1-5. 

Wilkin et al. teach a method for detecting the presence of a nucleic acid molecule 
wherein the nucleic acid molecule comprises mRNA molecules by hybridizing the 
nucleic acid molecule with a cDNA probe (page 28452, right column, paragraph 1; 
Figures 1 and 2, page 28453). 
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Thus, by teaching all the limftations, Wilkin et al. anticipated the invention of 
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claims 20 and 21. 



Conclusion 



Claims 1 and 2 are allowable. 
Claims 3-12, 20-22 are not allowable. 

Any inquiry concerning this communication or eaHier communications from the 
examiner should be directed to Sita S Pappu whose telephone number is (703) 305- 
5039 The examiner can normally be reached on Mon-Fri (8:30 AM - 5:00 PM). 

„ attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Remy Yucel can be reached on (703) 305 1998. The fax phone 
numbers for the organfcation where this application or proceeding is assigned are (703) 
308 4242 for regular communications and (703) 872 9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the paten, analyst, Tracey Johnson, whose telephone 
number is (703) 305-2982. 



S. Pappu 
July 26, 2002 



ANNE-MARIE BAKER 
WTENT EXAMINER 



